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840 CoronadoDrive,
Glendale,CA 91206
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Ms. Jane Henney,M.D.
Commissioner
Food and Drug Administration
56OO FishersLane
Rockville,ID 20857

DearMs. Henney:

I am informedthat interestedpartiesare seekingto
induce the FDA to take away individualsrights to waive
medicalexams or hearing tests when purchasinghearing
aids. Having had considerablepersonalexperience,and
having studiedthe subjectof hearingloss and attemptsto
compensatefor it, and having had the medical and audiology
exams,as well as having purchasedaids via both mail order
companies,and throughthe standardaudiologist/name brand
route,I believemy commentshave validity:

First - While it might be advisablefor a person to
have a medicalexam, the unfortunatetruth is that for the
preponderanceof hearing loss sufferers,there is little or
nothingthat can be done medically. h%y shouldwe require
that a person have a medical exam for this defect when we
do not do so for other physicalproblemswhich potentiallycan
be far more serious?

Second- Taking the “highroad” toward the purchasing
of hearingaids, i.e. the medicalexam, in some cases
includingX-Bays or MU’S, audiologytests,followedby
the purchaseof top of the line aids can be very expensive,
but also has significantadvantagesand benefitsfor those
able to afford the processand wish to be sure of quality
results. However this programmay not be necessarynor
appropriatefor a great many people. There are probably
millionswho suffer the inconvenienceof a degree of deafness
who can benefitfrom the modestlypriced hearing aids avail-
able, from mail order companiesfor the most part, some of
which are surprisinglywell made. These people would often
be willing to make the relativelysmall investmentto improve
their situation,but when confrontedwith the high cost
of the full medical procedureand the usual resultingname
brand purchases,would be likely to concludethey can do
without.
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Third - In the area of consumerprotectionas you are
aware, there is a requirementthat a free trial period be
offered,during which the sale can be cancelledand the
money refunded. This is a signifantprotection,and in
additionsome vendorsoffer extendedtrials,and include
reasonablewarrantyperiods, often furtherextendibleat
a modest cost, with stated repair servicesafter warranty
expiration. As for physicalrisk, it~s hard to conjure
one from merely tryinghearingaids.

Fourth - The mere presenceof an alternativehas a
beneficialeffecton the major vendorsand manufacturers
tendingto encouragemore affordablepricing,better
service,more research,and better productquality. It
is even possiblethat it might createmore customersfor
the first line companiesin time as individualshaving
realizedthe benefitsof enhancedhearing,might decide
to upgradeat a later date to maximisethe improvents.

Fifth - Substantialgroups of peoplehave religious
beliefswhich precludeor restrictresort to medical
assistance. Are we to require them to violate their
tenetson the one hand or
help on the other?

In summary,it would
interfere.withfreedomof

to forego readilyavailable

appear that there is no need to
choicein this area.

Sincerely, >!

/
RichardC. Snodgress
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